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DETAILED ACTION 

Claims 1-37 are pending in the application. 



Election/Restrictions 

Applicant's election without traverse of Group VI 

(claims 1, 2, 14-17, 25, 26 and 35-37) in the reply 

filed on April 24, 2009 is acknowledged. 

Elected Group VI is defined as follows: 
products of formula (I) 




R 1 



wherein R 2 and R 3 are joined together and 
represent part of a ring which is fused to the 
pyrrole moiety of formula (I) and is of 



group (ii) 




Application/Control Number: 10/550,444 Page 3 

Art Unit: 1626 

The requirement is still deemed proper and is 

therefore made FINAL. 

Subject matter not embraced by Group VI and Claims 
3-13, 18-24 and 27-34 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b) as being 
drawn to nonelected inventions, there being no 
allowable generic or linking claim. Election was made 
without traverse in the reply filed on April 24, 2009. 

It is suggested that in order to advance 
prosecution, the non-elected product subject matter be 
cancelled when responding to this Office Action. 

Information Disclosure Statement 

The Examiner has considered the Information 
Disclosure Statements filed on May 18, 2007, 
March 10, 2008 and May 5, 2009. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph 
of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 2, 14-17, 25, 26 and 35-37 are rejected 
under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a composition 
for the treatment of breast cancer or prostate cancer, 
does not reasonably provide enablement for a 
composition for treating all cancers and all chronic 
viral infections. The specification does not enable 
any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be 
considered in determining whether a disclosure meets 
the enablement requirement of 35 U.S.C. § 112, first 
paragraph, have been described. They are: 



Application/Control Number: 10/550,444 Page 5 

Art Unit: 1626 



1. 


the 


nature of the invention, 


2. 


the 


state of the prior art, 


3. 


the 


predictability or lack thereof in the art 


4. 


the 


amount of direction or guidance present, 


5 . 


the 


presence or absence of working examples, 


6. 


the 


breadth of the claims, 


7. 


the 


guantity of experimentation needed, and 


8. 


the 


level of the skill in the art. 



The nature of the invention 

Applicant is claiming compositions for treating 
cancer or chronic viral infections comprising a 
compound of formula (I) . See, for example, instant 
claims 2 and 25. 

The state of the prior art and the predictability 
or lack thereof in the art 

There are hundreds of types of cancers. They can 
occur in pretty much every part of the body. Here are 
some assorted categories: 
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A. CNS cancers cover a very diverse range of cancers in 
many categories and subcategories. There are an immense 
range of neuroepithelial tumors. Gliomas, the most 
common subtype of primary brain tumors, most of which 
are aggressive, highly invasive, and neurologically 
destructive tumors are considered to be among the 
deadliest of human cancers. There are many cancers 
which show evidence (histological, immunohistochemical , 
ultrastructural) of glial differentiation. These fall 
mostly into five categories. There are the astrocytic 
tumors (Astrocytomas) : Pilocytic astrocytoma (including 
juvenile pilocytic astrocytoma, JPA, and pediatric 
Optic Nerve Glioma) Diffuse astrocytomas (including 
Fibrillary astrocytomas, Protoplasmic astrocytomas and 
Gemistocytic astrocytomas) , Anaplastic astrocytomas 
(including adult Optic Nerve Glioma) , Glioblastoma 
multiforme (GBM) , gliosarcoma and giant cell 
glioblastoma, and Pleomorphic xanthoastrocytoma . GBM 
exists in two forms, primary and secondary, which have 
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very different clinical histories and different 
genetics, but GBM is considered to be one clinical 
entity. Second, there are the oligodendroglial tumors 

(Oligodendrogliomas) : Low grade Oligodendroglioma and 
Anaplastic Oligodendroglioma. Third, there is 
oligoastrocytomas ("mixed glioma") , a type of tumor 
with both astrocytoma & oligodendroglioma features. 
The fourth type is the Ependymomas, which are 
intracranial gliomas, including Papillary Ependymoma, 
Myxopapillary ependymoma, tanycytic ependymoma, 
Anaplastic ependymoma and subependymal giant-cell 
astrocytomas. A fifth type is the Gangliogliomas 

(glioneuronal tumors or glioneurocytic tumors), which 
have both glial and neuronal components, and are 
extremely varied, based in part on what types of glial 
and what types of neuronal components are present. 
These include Papillary Glioneuronal Tumor (PGNT) , a 
range of Supratentorial gangliogliomas, assorted 
intramedullary spinal cord gangliogliomas, Pineal 
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ganglioglioma, Hypothalamic ganglioglioma , cerebellar 
ganglioglioma, Ganglioglioma of the right optic tract, 
rosetted glioneuronal tumor ( "glioneurocytic tumor with 
neuropil rosettes") , composite pleomorphic 
xanthoastrocytoma (PXA) -ganglioglioma, desmoplastic 
ganglioglioma (both infantile (DIG) and non- 
infantile) , Angioganglioglioma, and others. There are 
also some Glial tumors which do not comfortably fit 
into these five categories, notably Astroblastoma, 
Gliomatosis cerebri, and chordoid glioma, which is 
found solely in the Hypothalamus and Anterior Third 
Ventricle. Other neuroepithelial tumors include 
astrocytic tumors (e.g. astrocytomas) oligodendroglial 
tumors, Ependymal cell tumors (e.g. myxopapillary 
ependymoma), mixed gliomas (e.g. mixed 
oligoastrocytoma and ependymo-astrocytomas ) tumors of 
the choroid plexus (Choroid plexus papilloma, Choroid 
plexus carcinoma) , assorted neuronal and Neuroblastic 
tumors (e.g. gangliocytoma, central neurocytoma, 
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dysembryoplastic neuroepithelial tumor, 
esthesioneuroblastoma, Olfactory neuroblastoma, 
Olfactory neuroepithelioma, and Neuroblastomas of the 
adrenal gland), pineal parenchyma tumors (e.g. 
pineocytoma, pineoblastoma, and Pineal parenchymal 
tumor of intermediate differentiation) , embryonal 
tumors (e.g. medulloepithelioma, neuroblastoma, 
retinoblastoma, ependymoblastoma, Atypical 
teratoid/rhabdoid tumor, Desmoplastic medulloblastoma, 
Large cell medulloblastoma, Medullomyoblastoma, and 
Melanotic medulloblastoma) and others such as polar 
spongioblastoma and Gliomatosis cerebri. A second 
Division is tumors of the meninges. This includes 
tumors of the meningothelial cells, including 
Meningiomas (Meningothelial, Fibrous (fibroblastic) , 
Transitional (mixed), Psammomatous , Angiomatous, 
Microcystic, Secretory, Lymphoplasmacyte-rich, 
Metaplastic, Clear cell, Chordoid, Atypical, Papillary, 
Rhabdoid, Anaplastic meningioma) and the non- 
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Meningioma tumors of the meningothelial cells 
(Malignant fibrous histiocytoma, Leiomyoma, 
Leiomyosarcoma, Rhabdomyoma, Rhabdomyosarcoma, 
Chondroma, Chondrosarcoma, Osteoma, Osteosarcoma, 
Osteochondroma, Haemangioma, Epithelioid 
haemangioendothelioma, Haemangiopericytoma, 
Angiosarcoma, Kaposi sarcoma) . There are also 
Mesenchymal, non-meningothelial tumors (Lipomas, 
Angiolipoma, Hibernoma Liposarcoma, (intracranial) 
Solitary fibrous tumor, and Fibrosarcoma) as well as 
Primary melanocytic lesions (Diffuse melanocytosis , 
Melanocytoma, Malignant melanoma, and Meningeal 
melanomatosis ) . A third Division are the tumors of 
Cranial and Spinal Nerves. This includes schwannomas 
(Cellular, Plexiform and Melanotic) , neurofibroma, 
Perineurioma (Intraneural and Soft tissue) and 
malignant peripheral nerve sheath tumor (MPNST) , 
including Epithelioid, MPNST with divergent mesenchymal 
differentiation, MPNST with epithelial differentiation, 
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Melanotic, and Melanotic psammomatous ) . A fourth 
division are Germ Cell Tumors, including germinoma, 
embryonal carcinoma, yolk sac tumor, choriocarcinoma, 
and teratoma (Mature teratoma, Immature teratoma, and 
Teratoma with malignant transformation) . A fifth 
division are the tumors of the Sellar Region, viz. 
pituitary adenoma, pituitary carcinoma, granular cell 
myoblastoma and craniopharyngiomas (Adamantinomatous 
and Papillary) . Yet another division are local 
extensions from regional tumors, including 
paraganglioma, chodroma, chordoma, and chondrosarcoma. 
There are also Primitive Neuroectodermal Tumors (PNETs) 
including Medulloblastomas , medulloepitheliomas , 
ependymoblastomas and polar spongioblastomas . There are 
Vascular brain Tumors e.g. the hemangioblastomas , there 
is CNS Lymphoma (which can be primary or secondary) and 
Meningeal Carcinomatosis. There are Lymphoma and 
Haemopoietic neoplasms including Malignant lymphomas 
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(which can be primary or secondary) , Plasmacytoma, and 
Granulocytic sarcoma. And there are many, many others. 
B. Leukemia is any malignant neoplasm of the blood- 
forming tissues. Leukemia can arise from many different 
sources. These includes viruses such as EBV, which 
causes Burkitt ' s lymphoma, and HTLV-1, linked to 
certain T cell leukemias . Others are linked to genetic 
disorders, such as Fanconi's anemia, which is a 
familial disorder, and Down's Syndrome. Other 
leukemias are caused by exposure to carcinogens such as 
benzene, and some are actually caused by treatment with 
other neoplastic agents. Still other leukemias arise 
from ionizing radiation, and many are idiopathic. 
Leukemias also differ greatly in the morphology, degree 
of differentiation, body location (e.g. bone marrow, 
lymphoid organs, etc.) There are dozens of leukemias. 
There are B-Cell Neoplasms such as B-cell 
prolymphocytic leukemia and Hairy cell leukemia (HCL, a 
chronic leukemia) . There are T-Cell Neoplasms such as 
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T-cell prolymphocytic leukemia, aggressive NK cell 
leukemia, and T-cell granular Lymphocytic leukemia. 
There are different kinds of acute myeloid leukemias, 
acute promyelocytic leukemias, acute myelomonocytic 
leukemia, chronic myelomonocytic leukemia, acute 
monocytic leukemias, and erythroleukemias . There is 
also acute megakaryoblastic leukemia, acute 
promyelocytic leukemia, Multiple Myeloma, lymphoblastic 
leukemia, hypocellular acute myeloid leukemia, Ph-/BCR- 
myeloid leukemia, acute basophilic leukemia, and acute 
myleof ibrosis . Chromic leukemias include chronic 
lymphocytic leukemia (CLL, which exists in a B-cell and 
a T-cell type), prolymphocytic leukemia (PLL) , large 
granular lymphocytic leukemia (LGLL, which goes under 
several other names as well) , chronic myelogenous 
leukemia (CML) , chronic myelomonocytic leukemia, chronic 
granulocytic leukemia, chronic neutrophilic leukemia, 
chronic eosinophilic leukemia and many others. 
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C. Carcinomas of the Liver include Hepatocellular 
carcinoma, Combined hepatocellular cholangiocarcinoma, 
Cholangiocarcinoma (intrahepatic) , Bile duct 
cystadenocarcinoma and Undifferentiated carcinoma of 
the liver. There are also two types of liver 
hemangioma: cavernous and hemangioendothelioma. 

D. The main types of lung and pleural cancer are small 
cell (i.e. oat cell, including combined oat cell), 
adenocarcinoma (Bronchioloalveolar carcinomas 
(Nonmucinous , Mucinous, and Mixed mucinous and 
nonmucinous or indeterminate cell type) , Acinar, 
Papillary carcinoma, Solid adenocarcinoma with mucin, 
Adenocarcinoma with mixed subtypes, Well-differentiated 
fetal adenocarcinoma, Mucinous (colloid) 
adenocarcinoma, Mucinous cystadenocarcinoma, Signet 
ring adenocarcinoma, and Clear cell adenocarcinoma) , 
sguamous cell (Papillary, Clear cell, Small cell and 
Basaloid) , mesothelioma (including epithelioid, 
sarcomatoid, desmoplastic and biphasic) and Large Cell 
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Carcinoma (which include Large-cell neuroendocrine 
carcinoma, Combined large-cell neuroendocrine 
carcinoma, Basaloid carcinoma, Clear cell carcinoma 
Lymphoepithelioma-like carcinoma, and Large-cell 
carcinoma with rhabdoid phenotype) . In addition there 
are also the carcinomas with pleomorphic, sarcomatoid 
or sarcomatous elements, including Carcinomas with 
spindle and/or giant cells, Spindle cell carcinoma, 
Carcinosarcoma and Pulmonary blastoma. The non-small 
cell lung carcinomas also include Adenosquamous 
carcinoma, the Carcinoid tumor (both typical Carcinoid 
and atypical Carcinoid) as well as carcinomas of 
salivary-gland type, including mucoepidermoid carcinoma 
and adenoid cystic carcinoma. There are some soft 
tissue tumors including localized fibrous tumor 
(formerly called benign fibrous mesothelioma) ; 
epithelioid haemangioendothelioma; pleuropulmonary 
blastoma; chondroma; calcifying fibrous pseudotumor of 
the visceral pleura) ; congenital peribronchial 
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myof ibroblastic tumors, diffuse pulmonary 
lymphangiomyomatosis and desmoplastic round cell tumor. 
There are assorted bronchial adenomas (e.g., adenoid 
cystic carcinomas, mucoepidermoid carcinomas, mucous 
gland adenomas, and oncocytomatous bronchial mucous 
gland adenoma) as well as other adenomas, including 
papillary adenoma. There are some papillomas, 
including sguamous cell papilloma and glandular 
papilloma. There is also malignant melanoma of the 
lung, Hamartoma, some germ cell tumors, thymoma and 
sclerosing haemangioma and many others as well. 

E. Thyroid cancer comes in four forms: papillary 
thyroid cancer, follicular thyroid cancer, anaplastic 
thyroid cancer, and medullary thyroid cancer. 

F. Carcinomas of the skin are the Basal cell carcinomas 
(BCC) , including Superficial BCC, Nodular BCC (solid, 

adenoid cystic) , Infiltrating BCC, Sclerosing BCC 
(desmoplastic, morpheic) , Fibroepithelial BCC, BCC 

with adnexal differentiation, Follicular BCC, Eccrine 
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BCC, Basosquamous carcinoma, Keratotic BCC, Pigmented 
BCC, BCC in basal cell nevus syndrome, Micronodular 
BCC. Another important family is the Squamous cell 
carcinomas (SCC) which include Spindle cell 

(sarcomatoid) SCC, Acantholytic SCC, Verrucous SCC, SCC 
with horn formation, and Lymphoepithelial SCC, along 
with less well classified SCCs such as Papillary SCC, 
Clear cell SCC, Small cell SCC, Posttraumatic (e.g., 
Marjolin ulcer) and Metaplastic (carcinosarcomatous ) 
SCC. Another family is the Eccrine carcinomas 
including Sclerosing sweat duct carcinoma 

( syringomatous carcinoma, microcystic adnexal 
carcinoma) , Malignant mixed tumor of the skin 

(malignant chondroid syringoma) , Porocarcinoma , 
Malignant nodular hidradenoma, Malignant eccrine 
spiradenoma, Mucinous eccrine carcinoma, Adenoid cystic 
eccrine carcinoma, and Aggressive digital papillary 
adenoma/adenocarcinoma . Other carcinomas of the skin 
include Epidermal carcinomas, Paget disease, Mammary 
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Paget disease, Extramammary Paget disease Adnexal 
carcinomas, Apocrine carcinoma, Sebaceous carcinoma, 
Tricholemmocarcinoma and Malignant pilomatricoma 
(matrical carcinoma) . 

G. There are many types of colon cancers, and this 
category is rather diverse. Most are adenocarcinomas, 
either of the mucinous (colloid) type or the signet 
ring type. Less common colon cancers include squamous 
cell, neuroendocrine carcinomas, carcinomas of the 
scirrhous type, lymphomas, melanomas, sarcomas 
(including fibrosarcomas and Leiomyosarcomas), and 
Carcinoid tumors . 

H. Renal carcinomas include papillary renal cell 
carcinoma, conventional-type (clear cell) renal 
carcinoma, chromophobe renal carcinoma, collecting duct 
carcinoma, and some unclassified cancinomas . Other 
kidney cancers include Transitional Cell Carcinoma, 
Wilms Tumors, and Renal Sarcomas. 
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I . Carcinomas of the prostate are usually 
adenocarcinomas, but others include small cell 
carcinoma, mucinous carcinoma, prostatic ductal 
carcinoma, squamous cell carcinoma of the prostate, 
basal cell carcinoma, signet-ring cell carcinomas and 
others . 

J. Penile carcinoma is usually a squamous cell 
carcinoma, but there is also Penile clear cell 
carcinoma and Sarcomatoid carcinoma. 

K. The carcinomas of the extrahepatic bile ducts are of 
numerous types, including carcinoma in situ, 
Adenocarcinoma, Papillary adenocarcinoma, 
Adenocarcinoma (intestinal-type) , Mucinous 
adenocarcinoma, Clear cell adenocarcinoma, Signet ring 
cell carcinoma, Adenosquamous carcinoma, Squamous cell 
carcinoma, Small cell carcinoma (oat cell carcinoma) and 
undifferentiated carcinoma of the extrahepatic bile 
ducts . 
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L. Cervical cancers. There are many different 
categories and sub-categories of cervical cancers. The 
majority of cervical cancers are Squamous Cell 
Carcinomas. These come in numerous types: large cell 
nonkeratinizing type; large cell keratinizing type; 
Basaloid; Verrucous; Warty; Papillary; 

Lymphoepithelioma-like; and Squamotransitional , Early 
invasive (microinvasive) squamous cell carcinoma; 
Squamous intraepithelial neoplasia (including Cervical 
intraepithelial neoplasia and Squamous cell carcinoma 
in situ) . There are also a variety of Adenocarcinomas, 
the most important of which are the Mucinous 
adenocarcinoma, which include the Endocervical , 
Intestinal, signet-ring cell, minimal deviation, and 
Villoglandular . There is also Endometrioid 
adenocarcinoma, clear cell adenocarcinoma, serous 
adenocarcinoma, Mesonephric adenocarcinoma, Early 
invasive adenocarcinoma, and Adenocarcinoma in situ. In 
addition, there are neuroendocrine carcinomas, divided 
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into Small Cell, large cell, classical carcinoid and 
atypical carcinoid. Other epithelial tumors include 
Adenosquamous carcinoma, mixed Adenosquamous 
Carcinomas, which can be either well-differentiated or 
poorly differentiated, the latter including glassy cell 
carcinoma, adenoid cystic carcinoma, adenoid basal 
carcinoma and Undifferentiated carcinoma. There are 
also some mixed carcinoma with signet-ring cells, and 
other types of other poorly differentiated mixed 
carcinomas. This group includes tumors sometimes 
called apudomas or argyrophil cell carcinomas. There 
are also an assortment of Mesenchymal tumors of the 
cervix, including Leiomyosarcoma; Endometrioid stromal 
sarcoma, low grade; Undifferentiated endocervical 
sarcoma; Sarcoma botryoides; Alveolar soft part 
sarcoma, Angiosarcoma of the cervix, Malignant 
peripheral nerve sheath tumor of the cervix; Cervical 
leiomyoma; and Rhabdomyoma of the cervix. There are 
also some mixed epithelial and mesenchymal tumors, 
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including Carcinosarcoma (malignant miillerian mixed 
tumor) , Adenosarcoma, Wilms tumor, typical and atypical 
Polypoid Adenomyoma, and Papillary adenofibroma of the 
cervix. There are also Melanocytic tumors, including 
primary malignant melanoma of the cervix and Blue 
naevus of the cervix. There are also germ cell type 
tumors, including Yolk sac tumor, Dermoid cyst, and 
Mature cystic teratoma of the cervix. There is also 
primary choriocarcinoma of the cervix, which does not 
fit well into any category. There are also cancers 
secondary to the cervix, which have spread from 
elsewhere . 

M. Bladder cancers. Most cases of bladder cancers are 
transitional cell (urothelial) carcinoma, which 
includes Non-invasive papillary urothelial carcinoma, 
Flat urothelial carcinoma in situ (CIS) , Superficially 
invasive urothelial carcinoma, and muscle invasive 
tumors. There are also small cell carcinoma of the 
bladder, squamous carcinoma of the bladder, and 
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adenocarcinomas of the bladder. Other cancers of the 
bladder include leiomyosarcomas, lymphomas and 
malignant melanomas. 

N. Cancers of the Vulva are mostly Squamous carcinoma, 
but these also include Melanoma, Bartholin's 
Adenocarcinoma, Basal Cell carcinoma and some Sarcomas. 
0. Vaginal cancers are primarily Squamous Carcinoma, 
but some are Adenocarcinoma, Melanoma of the vagina; 
Sarcoma of the vagina, Bowen's disease and Germ Cell 
Tumors . 

P. The most important of the cancers of the uterus are 
the Endometrial Carcinomas. The great majority of these 
are Endometrioid; others include Uterine Papillary 
Serous Tumor (UPST) , Clear Cell Carcinoma, Mucinous and 
Squamous. Uterine Sarcomas include Smooth Muscle 
Tumors include leiomyoblastoma, clear cell leiomyoma, 
epithelioid leiomyoma, plexiform tumorlet, Intravenous 
leiomyomatosis, Benign metastasizing leiomyoma, 
Leiomyomatosis peritonealis disseminate and 



Application/Control Number: 10/550,444 Page 24 

Art Unit: 1626 

Leiomyosarcoma (LMS) . Endometrial Tumors include 
Endometrial stromal nodule, Endolymphatic stromal 
myosis, (ESM) and Endometrial stromal sarcoma (ESS) . 
There are the mixed tumors Miillerian adenosarcoma and 
Malignant mixed mesodermal tumors (MMMT) . Other 
sarcomas are Rhabdosarcoma, Osteosarcoma, 
Chondrosarcoma nad Hemangiopericytoma. There are also 
uterine cancers which do not come from uterine cells 
themselves, but start in the tissue that begins to 
develop immediately after conception: Persistent 
gestational trophoblastic disease, choriocarcinoma and 
placental site trophoblastic tumors (PSTT) . 

The state of the prior art is that cancer therapy, 
for example, remains highly unpredictable. The various 
types of cancers have different causative agents, 
involve different cellular mechanisms, and 
conseguently, differ in treatment protocol. It is 
known (see Golub et al . , Science, Vol. 286, October 15, 
1999, pages 531-537) that the challenge of cancer 
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treatment has been to target specific therapies to 
pathogenetically distinct tumor types, to maximize 
efficacy and minimize toxicity. Cancer classification 
has been based primarily on morphological appearance of 
the tumor and that tumors with similar 

histopathological appearance can follow significantly 
different clinical courses and show different responses 
to therapy (Golub et al., Science, Vol. 286, October 
15, 1999, pages 531-537) . There is no absolute 
predictability even in view of the seemingly high level 
of skill in the art. The existence of these obstacles 
establishes that the contemporary knowledge in the art 
would prevent one of ordinary skill in the art from 
accepting any therapeutic regimen on its face. 

The amount of direction or guidance present and the 
presence or absence of working examples 

That a single class of compounds in pharmaceutical 
compositions can be used to treat all cancers or all 
chronic viral infections embraced by the claims is an 
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incredible finding for which Applicant has not provided 
supporting evidence. Applicant has not provided any 
competent evidence or disclosed tests that are highly 
predictive for the pharmaceutical use for treating all 
cancers or all chronic viral infections by 
administering the instant claimed compounds in 
pharmaceutical compositions. 
The breadth of the claims 

The breadth of the claims is pharmaceutical 
compositions for treating all cancers or treating all 
chronic viral infections . 

The quantity of experimentation needed 

The nature of the pharmaceutical arts is that it 
involves screening in vitro and in vivo to determine 
which compounds exhibit the desired pharmacological 
activities for each of the diseases and disorders 
instantly claimed. The quantity of experimentation 
needed would be undue when faced with the lack of 
direction and guidance present in the instant 
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specification in regards to testing all cancers or all 
chronic viral infections generically embraced in the 
claim language, and when faced with the 
unpredictability of the pharmaceutical art. Thus, 
factors such as "sufficient working examples", "the 
level of skill in the art" and predictability, etc. 
have been demonstrated to be sufficiently lacking in 
the instant case for the instant pharmaceutical 
composition claims. 

The level of the skill in the art 

Even though the level of skill in the 
pharmaceutical art is very high, based on the 
unpredictable nature of the invention and state of the 
prior art and lack of guidance and direction, one 
skilled in the art could not use the claimed invention 
without undue experimentation. 
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Double Patenting 

The nonstatutory double patenting rejection is 
based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double 
patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one 
examined application claim is not patentably distinct 
from the reference claim (s) because the examined 
application claim is either anticipated by, or would 
have been obvious over, the reference claim (s). See, 
e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 
645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 
214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and In re Thorington, 418 
F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance 
with 37 CFR 1.321(c) or 1.321(d) may be used to 
overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the 
conflicting application or patent either is shown to be 
commonly owned with this application, or claims an 
invention made as a result of activities undertaken 
within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or 
agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully 
comply with 37 CFR 3.73(b). 
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Claims 2, 14, 15, 25, 26 and 35-37 are 
provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable 
over claims 11 and 12 of copending Application No. 
12/418,173. Although the conflicting claims are not 
identical, they are not patentably distinct from each 
other because the instant claimed invention is 
generically claimed in the copending application. See 
specifically instant claim 36 and claim 12 in the 
copending application. 

The indiscriminate selection of "some" among "many" 
is prima facie obvious, In re Lemin , 141 USPQ 814 
(C.C.P.A. 1964). The motivation to make the claimed 
compounds derives from the expectation that 
structurally similar compounds would possess similar 
activity (e.g., treating rheumatoid arthritis). 

One skilled in the art would thus be motivated to 
prepare products embraced by the copending application 
to arrive at the instant claimed products with the 
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expectation of obtaining additional beneficial products 
which would be useful in treating, for example, 
rheumatoid arthritis. The instant claimed invention 
would have been suggested to one skilled in the art and 
therefore, the instant claimed invention would have 
been obvious to one skilled in the art. 

This is a provisional obviousness-type double 
patenting rejection because the conflicting claims have 
not in fact been patented. 

Allowable Subject Matter 

Claim 1 is objected to for having non-elected 
subject matter. Claim 1 presented directed solely to 
the subject matter of elected Group VI would appear 
allowable over the prior art of record. 

Any inguiry concerning this communication or 
earlier communications from the examiner should be 
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directed to Laura L. Stockton whose telephone number is 
(571) 272-0710. The examiner can normally be reached 
on Monday-Friday from 6:00 am to 2:30 pm. If the 
examiner is out of the Office, the examiner's 
supervisor, Joseph McKane, can be reached on 
(571) 272-0699. 

Information regarding the status of an application 
may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for 
published applications may be obtained from either 
Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have 
guestions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 
(toll-free) . If you would like assistance from a USPTO 
Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

The Official fax phone number for the organization 
where this application or proceeding is assigned is 
(571) 273-8300. 
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